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REl”URN RECEIP”~ REQUES”HZD

Mr. Eugene Pifc, President

Mullimdi; l Ivlcdical Systems

400 f<.~y C. Ilu[lt Drive, Suite 380

C]];lr]o~tcsvil]c*, Vir-gini;l 229C3

DL*rit~g ,1 [;ood And Drug Administration (FDA) inspection of your firm located in
El,~novcr, M;lryl,~nd on I:ebruary 19, 20, 25, 27 and March 4, 1997, our Investigators

dctcrmincd tt~at your- firm mnnufacturcs the “rherpac-Plus System software and distributes
(Jor~~Ptltc-Rx-Pl;lll I)C3D software, which are devices as defined by Section 201(h) of the

Fedcr;~l I;ood, Drug, Jnd Cosmetic Act (the Act).

‘[”tlc Irlspcctioll rcvca]cc{ that these devices arc ;~dultcratcd within the meaning of Section

501 (II) ot tllc ACL, in {h.lt the methods used in, or the f;~cilities or controls used for,

r~l.~r~~l[”;~ctllr-i[lg,p;~cking, storage, or installation , ;~rc not in conformance with the Gooci
!vl,illtlf;~cttlrir~~ Pr,~cticc (GMP) for Meciic,~l Dcviccs Regulation, as specified in Title 21,

CodLI 0( Feclcral I{ctiuiation: (Cl: R), Part 820, ,1s follows:

1. I:,li lure LO cstdblistl J qu;lli[y ilSSUrilllCL’ program [21 CFR 820.20 (A)].

~. [J,li]llre to ~’st;~hlis}l written procedures for the tn;~nufactur-ing and processing of tl~c

I“illisl]cxi dc~’icc [21 Cl:l< 820. 160]. “I”hcrc is no writtcr~ procedure and documcnti~tiorl

to snow tht~t ttlc Itlrlctioil;llitv test h,]d been performed for “I_’hcrpi~c-Plus Softw;~r~*
VLIt-sioII.YV().4(Y)IO(), V6,4091i)(), V(), A+092()6, V(I. LII1221J, V(I.41 1196 i~nd V6,401247,
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~. Failure to provide an adequate approval procedure for any change in the

manufacturing process of a device [21 CFR 820.100 (b)(3)]. SOP 130, Change

Control, does not provide an explanation for a Level 1 or Level 2 change.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is

your- responsibility to ensure adherence to each requirement of the Act and regulations.

The specific violations noted in this letter and in the FDA 483 issued at the closeout of the

inspection may be symptomatic of serious underlying problems in your firm’s
manufacturing and quality assurance systems. You are responsible for investigating and
determining the causes of the violations identified by the FDA. If the causes are determined

to be systems problems, you must promptly initiate permanent corrective actions.

Federal agencies are advised of the issuance of all Warning Letters about devices so that they

may [ake this information into account when considering the award of contracts.

Additionally, no pre-market submissions for devices to which the GMP deficiencies are

re,~son.lbiy related will be cleared until the violations have been corrected. Also, no requests

(or Certificates for Products for Export will be approved until the violations related to the

subject devices have been corrected.

You should take prompt action to correct these deviations. Failure to do so may result in
regulatory action being initizted by the FDA without further notice. These actions include,

but are not limited to, seizure, injunction, and/or civil penalties.

Please notify this office in writing within 15 working days of receipt of this letter of the

specific steps you have taken to correct the noted violations, including an explanation of

et~ch step being taken to identify and make corrections to any underlying systems problems

I)eccssary to tissurc that similar violations will not recur. If corrective action cannot be
colnpieted within 15 working days, state the reason for the delay and the time within which

the corrections will be completed.

Your response should be sent to Diane T. O’Brien, Acting Compliance Officer,

and Drug Administration, 900 Madison Avenue, Baltimore, Maryland 21201.
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U.S. Food

Dougk I. Ellsworth

Acting Director, Baltimore District


